ABBOTT

Global Medical Services .

Postmarketing Safety

Dept. R422, AP34-28

Abboit Laboraiories

200 Abbott Park Road )
Abbolt Park, Ilinols 60064-6008 -

Re: No adverse event '

Date: September 27, 2004

Phone call received from a consumer on September 27, 2004. The patient has been taking the
tradename form of LEVOTHYROXINE from Abbott Laboratories for years. In approximately
July 2004, the patient was switched to generic LEVOTHYROXINE fromJil IR In
September 2004, the patierit experienced generalized achiness. This case was discussed with
Pamela Rieb. A letter will be sent to N regarding this adverse event.

" mmeda Eib

Post-Marketing Safety Manager
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Abbott Laboratories

Global Medical Services

200 Abbott Park Road AP34-2
Abbott Park, Illinois 60064-6186
Office: 1-800-633-9110

Fax: 1-847-938-0644

i
Septeimber 27, 2004

To Whom it May Concern;

Abbott Laboratories has received an adverse event report in which your product,
LEVOTHYROXINE®™, was identified as a suspect drug.”We are forwarding this repott to
your company for your use in complying with the FDA regulations for the reporting of
spontaneous and clinical adverse events and ICH Guidelines on Clinical Safety Data
Management: Definitions and Standards for Expedited Reporting.

The reporter’s information is: —

Should you wish to contact us, please call 1-800-633-9110

Sincerely,

emifvhir—

Yennifer lﬁ’amos, RN, BSN

Abbott Laboratories
Medical Services Specialist
Global Pharmaceutical and Research Department



